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Assistant Commissioner of Patents 
Washington, D.C, 20231 

Sir: 

The Applicants respectfixlly request that the Examiner make the following 
amendments to the specification and the claims before considering the prosecution on the 
merits. 

In the Title: 

Please delete the title and substitute therefore: 
-Method For Treatmg An IgE-Mediated Disease In A Patient Usmg Anti-CD40 
Monoclonal Antibodies—. 
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In the Figures: 

Please replace Figs. lA, IB and 2, with substitute Figs. lA, IB and 2, 
respectively, as attached hereto. A copy of each of Figs. lA, IB and 2, showing the 
proposed changes in red is also attached hereto. 

In the Specification: 

At page 1, delete lines 4-7. 

Please insert at the end of the specification the three pages of the SEQUENCE 
LISTING, as attached to the Combined Statement that is cofiled herewith. 

In the Claims: 

Please delete claims 1-5,7, 12-28 m the specification as filed. 
Please add claims 29 and 30. 

A copy of substitute claim 6, and all pending claims (i.e., clauns 6, 8-11 
and 29-30) is shown on Exhibit A. A marked up copy of origuial claim 6, showing the 
changes made to arrive at substitute claim 6, is attached hereto as Exhibit B. 

REMARKS 

The amendments to the specification do not add new matter. In particular, 
the amendment to the specification at page 1, lines 5-6 merely conforms the specification 
to the current rule wherein the claim of priority need not be cited on the first page. 

The amendments to the Figures also do not add new matter. In particular, 
the Applicants submit substitute Figures lA, IB and 2, which are already attached to the 
specification. A copy of original Figures lA, IB and 2, containing the changes shown m 
red, are attached hereto as Exhibit C. Specifically, substitute Figures lA and 2 now 
contain the SEQ ID NOs of the nucleotide sequences disclosed therein. Substitote Figure 
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IB contains the corrected term "Sf9" which was incorrectly typed as "sf-9" at two 
locations. Support for correction of this typographical error is found throughout the 
specification, including at page 21, Ime 24 ("Sf9 {Sporodoptera frugiperdaY); and page 
21, line 25 ("Sf9 cells"). Thus, substitute Figures lA, IB and 2would not add new matter 
and their substitution into the specification is appropriate. 

The amendments to the claims also do not add new matter. In particular, 
one of the amendments to claim 6 merely incorporates one of the diseases recited in claim 
7 (IgE-mediated disease) mto claun 6. The other amendment to claim 6, which recited 
that the antibody is fi:ee of significant agonistic activity, merely confirms the description of 
the antibody to what was deemed allowable m sister application, U.S. Serial No. 
08/469,015, now U.S. Patent 6,004,552. Newly added claim 29, which recites that the 
antigen bmdmg fi:agment is "selected firom the group consistmg of Fab, F(ab)2 and Fv", is 
supported m the specification at page 7, line 14 ("fragments such as Fab, F(ab)2, Fv and 
others which retam the antigen bindmg function of the antibody"). Newly added claim 
30, which recites that the monoclonal antibody or the antigen bindmg fragment thereof is 
"humanized", is supported throughout the specification, mcluding at page 7, lines 9 and 
21-23 ("humanized antibodies"). 

For all these reasons, the amendments to the claims do not constitute new 

matter. 

Respectfully submitted, 
McANDREWS, HELD & MALLOY, LTD. 
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EXfflBIT A 

6. A method for treating an IgE-mediated disease in a patient, the 
method conq)rising administering to a patient in need of such treatment a therapeutically 
effective amount of an anti-CD40 monoclonal antibody or an antigen binding fragment 
thereof, said monoclonal antibody or fragment thereof being free of significant agonistic 
activity aad binding to a human CD40 antigen located on the surface of a human B cell, 
wherein the binding of the antibody to the CD40 antigen on the surface of said B cell 
prevents the growth or differentiation of the B cell. 

8. The method of claim 6 wherem the monoclonal antibody is selected 
from the group consisting of 5D12, 3A8 and 3C6. 

9. The method of claim 8 wherein the monoclonal antibody is 5D12. 

10. The metiiod of claim 8 wherein the monoclonal antibody is 3A8. 

11. The method of claun 8 wherein the monoclonal antibody is 3C6. 

29. The method of claim 6 wherem said antigen binding fragment of 
said monoclonal antibody is selected from the group consisting of Fab, F(ab)2 and Fv. 

30. The method of claim 6 wherein said monoclonal antibody or said 
antigen bindmg fragment thereof is humanized. 



-4- 



EXfflBIT B 



6. (Amended) A metliod for [preventing or] treating an [antibody- 
mediated] IgE-mediated disease in a patient, the method comprising administering to a 
patient in need of such treatment a therapeutically effective amount of [a] an anti-CD40 
monoclonal antibody or an antigen binding fragment thereof, said monoclonal antibody or 
fi-agment thereof being free of significant agonistic activity and binding [capable of 
bindmg] to a human CD40 antigen located on the surface of a human B cell, wherein the 
binding of the antibody to the CD40 antigen on the surface of said B cell prevents the 
growth or differentiation of the B cell[, m a pharmaceutically acceptable carrier]. 
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